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Aoyama & Partners 
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Date of mailing (day/month/year) 
14f6vrier 2002(14.02.02) 
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662145 


IMPORTANT NOTIFICATION 


International application No. 
PCT/JP00/06496 , 


International filing date (day/month/year) 
22 septembre 2000 (22.09.00) 



1. The following indications appeared on record concerning: 

X the applicant X the inventor |~~] the agent | J the common representative 


Name and Address 

KURIBAYASHI, Daisuke 

208, Laforet-Kawauchi 

5-2, Kanaoka, Kawauchi-cho 

Tokushima-shi, Tokushima 771-0125 

Japan 


State of Nationality 
JP 


State of Residence 
JP 


Telephone No. 


Facsimile No. 


Teleprinter No. 


2. The International Bureau hereby notifies the applicant that the following change has been recorded concerning: 
[" | the person J^] the name X the address j J the nationality j J the residence 


Name and Address 

KURIBAYASHI, Daisuke 
290, Sakai, Noguchi-cho 
Kakogawa-shi, Hyogo 675-0015 
Japan 


State of Nationality 
JP 


State of Residence 
JP 


Telephone No. 


Facsimile No. 


Teleprinter No. 


3. Further observations, if necessary: 


4. A copy of this notification has been sent to: 
|~Xj the receiving Office Q<] the designated Offices concerned 
| ] tne International Searching Authority j the elected Offices concerned 
j" | the International Preliminary Examining Authority other: 



The International Bureau of W1PO 


Authorized officer 




34, chemin des Colombettes 


Masashi HONDA 


1211 Geneva 20, Switzerland 




Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 , 
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EO/US 
PCT/JP00/06496 

PP NT COOPERATION TREAT ) 



From the INTERNATIONAL BUREAU 



PCT 

NOTIFICATION OF ELECTION 
(PCT Rule 61.2) 


To: 

Commissioner 

US Department of Commerce 
United States Patent and Trademark 
Office, PCT 

Om 1 QsMith PlarU Piano R nnm 
£\J I I OUUXn LflalK. r laCc nUUiil 

CP2/5C24 

Arlington, VA 22202 
ETATS-UNIS D'AMERIQUE 

in its capacity as elected Office 


Date of mailing: 

05 April 2001 (05.04.01) 




International application No.: 

PCT/JP00/06496 


Applicant's or agent's file reference: 
662145 


International filing date: 

22 September 2000 (22.09.00) 


Priority date: 

30 September 1999 (30.09.99) 


Applicant: 

MUKAI, Tadashietal 



1. The designated Office is hereby notified of its election made: 

| X| in the demand filed with the International preliminary Examining Authority on: 
13 February 2001 (13.02.01) 



| | in a notice effecting later election filed with the International Bureau on: 



2. The election | Xj was 

[~| was not 

made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 



The International Bureau of WIPO 


Authorized officer: 


34, chemin des Colombettes 




1211 Geneva 20, Switzerland 


J. Zahra 


Facsimile No.: (4122) 740.14.35 


Telephone No.: (41-22) 338.83.38 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 
662145 


c-nD riiDTuro Arxinw SeeNotificationofTransmittaloflnternational Preliminary 
hUKtUKIHLRALIIOlN Examination Report (Form PCT/1PEA/416) 


International application No. 

PCT/JP00/06496 


International filing date (day/montli/year) 
22 September 2000 (22.09.00) 


Priority date (day/month/year) 

30 September 1999 (30.09.99) 


International Patent Classification (IPC) or national classification and IPC 

A61K 47/38, 47/12, 47/14, 9/36, 31/4709, A61P 7/02, 9/08, C07D 401/12 


Applicant 

OTSUKA PHARMACEUTICAL COMPANY, LIMITED 



This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of 



. sheets, including this cover sheet. 



j I This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
I — I been amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see 
Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of 



. sheets. 



This report contains indications relating to the following items: 
Basis of the report * 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 
Certain observations on the international application 



I 


I2SI 


II 


□ 


III 


□ 


IV 


□ 


V 




VI 


□ 


VII 


□ 


VIII 


□ 



Date of submission of the demand 

13 February 2001 (13.02.01) 


Date of completion of this report 

27 February 2001 (27.02.2001) 


Name and mailing address of the IPEA/JP 
Facsimile No. 


Authorized officer 
Telephone No. 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



m 



tional application No. 

PCT/JP00/06496 



1. Basis of the report 



1. With regard to the elements of the international application:* 
the international application as originally filed 

the description: 

pages ___ 

pages 

pages 



□ 



, as originally filed 



filed with the demand 



, filed with the letter of 



□ 



the claims: 
pages 

pages 

pages 

pages 



, as originally filed 

, as amended (together with any statement under Article 19 
, filed with the demand 



filed with the letter of 



□ 



the drawings: 

pages 

pages 

pages 



, as originally filed 
, filed with the demand 



filed with the letter of 



1 | the sequence listing part of the description: 

pages 

pages 

pages 



, as originally filed 



filed with the demand 



filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

Thes e elements were available or furnished to this Authority in the following laneuage which is: 

□ 

the language of a translation furnished for the purposes of international search (under Rule 23. 1(b)). 

□ 

the language of publication of the international application (under Rule 48.3(b)). 

the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

□ 

contained in the international application in written form. 

□ 

filed together with the international application in computer readable form. 

□ 

furnished subsequently to this Authority in written form. 

□ 

furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 



been furnished. 



4. 



□ 



The amendments have resulted in the cancellation of: 

□ 

the description, pages 

the claims, Nos. 

□ 



the drawings, sheets/fig . 



5 ["I ™ s re P ort nas b een established as if (some of) the amendments had not been made, since they have been considered to go 
— beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 
and 70. 17). 

** Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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^^^monal application No. 

PCT/JP 00/06496 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 



citations and explanations supporting such statement 

1 . Statement 

Novelty (N) Claims 1-8 YES 

Claims NO 

Inventive step (IS) Claims YES 

Claims NO 

Industrial applicability (1A) Claims 1-8 Y ES 

Claims NO 

2. Citations and explanations 



The following documents were cited in the international 

search report. 

Document 1: EP, 648487, Al 

Document 2: EP, 391518, A2 

Document 3: WO, 98/16206, Al 

Document 1 discloses an enteric coating agent 
containing hydroxypropylmethyl cellulose acetate succinate, 
a plasticizer, and an anionic surfactant, but there is no 
disclosure of said coating agent as a coating agent 
soluble in the lower digestive tract, or of blending acid 
and hydroxypropylmethylcellulose acetate succinate, which 
is soluble at a pH of approximately 7. 

Document 2 discloses a feature wherein acid in the 
enteric coating layer of a sustained-release 
pharmaceutical preparation maintains a low pH for the 
enteric material, thereby improving sustained-release 
properties, but there is no disclosure pertaining to a 
coating agent soluble in the lower digestive tract. 

Document 3 discloses a feature wherein an enteric 
polymer that dissolves at a pH of between 6.8 and 7.2 is 
used in a preparation for colonic delivery of a drug, but 
there is no disclosure of hydroxypropylmethylcellulose 
acetate succinate as said enteric polymer, or of blending 
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I^^^tional application No. 
PCT/JP 00/06496 



a plasticizer, an acid, and an anionic surfactant in said 
enteric polymer coating layer. 

Therefore, the inventions described in Claims 1 to 8 
are novel and involve an inventive step relative to 
Documents 1 to 3 . 

The inventions described in Claims 1 to 8 are 
industrially applicable. 
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INTERNATIONAL SEARCH REPORT 




International application No. 

PCT/JPOO/06496 



A. CLASSIFICATION OF SUBJECT MATTER 

Int. CI 7 A61K47/38, 47/12, 47/14, 9/36, 31/4709, 
A61P7/02, 9/08, C07D401/12 

According to International Patent Classification (IPC) or to both national classification and IPC 

B. FIELDS SEARCHED " 
Minimum documentation searched (classification system followed by classification symbols) 

Int. CI 7 A61K47/38, 47/12, 47/14, 9/36, 31/4709, 
A61P7/02, 9/08, C07D401/12 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 
Jitsuyo Shinan Koho 1926-1992 Toroku Jitsuyo Shinan Koho 1994-1996 

Kokai Jitsuyo Shinan Koho 1971-1992 Jitsuyo Shinan Toroku Koho 1996-2000 

Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 
CA(STN) , MEDLINE (STN) ,BIOSIS(STN) , EMBASE (STN) 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* Citation of document, with indication, where appropriate, of the relevant passages Relevant to claim No. 

A EP, 648487, Al (Shin-Etsu Chemical Co., Ltd.), T~^8 
19 April, 1995 (19.04.95), 
Full text 
& JP, 7-109219, A 

A EP, 391518, A2 (KINAFORM TECHNOLOGY, INC.), 1-8 

10 October, 1990 (10.10.90), 
Full text 

& JP, 2-289512, A & US, 5026559, A 

A WO, 98/16206, Al (THE PROCTER & GAMBLE COMPANY), 1-8 

23 April, 1998 (23.04.98), 
Full text 
& US, 5914132, A 



I | Further documents are listed in the continuation of Box C. 

* Special categories of cited documents: 
"A" document defining the general state of the art which is not 
considered to be of particular relevance 

earlier document but published on or after the international filing 
date 

*L n document which may throw doubts on priority claim(s) or which is 
cited to establish the publication date of another citation or other 
special reason (as specified) 

"O" document referring to an oral disclosure, use, exhibition or other 
means 

41 P" document published prior to the international filing date but later 
than the priority date claimed 



I I See patent family annex. 

T later document published after the international filing date or 
priority date and not in conflict with the application but cited to 
understand the principle or theory underlying the invention 

"X" document of particular relevance; the claimed invention cannot be 
considered novel or cannot be considered to involve an inventive 
step when the document is taken alone 

"V document of particular relevance; the claimed invention cannot be 
considered to involve an inventive step when the document is 
combined with one or more other such documents, such 
combination being obvious to a person skilled in the art 
document member of the same patent family 



Date of the actual completion of the international search Date of mailing of the international search report 

15 December, 2000 (15.12.00) 26 December, 2000 (26.12.00) 



Name and mailing address of the ISA/ Authorized officer 

Japanese Patent Office 

Facsimile No. Telephone No. 
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MWZlhm&*§r PCT/J POO/06496 



a. &w<nm^z>&$i<nftm m&M&ftm (ipcd 

Int. Cl ; A61K4 7/3 8, 4 7/1 2, 4 7/ 1 4. 9/3 6. 3 1/4 7 0 9. 
A61P 7/0 2. 9/0 8. C07D401/12 



»S*1fofc»/J*raR» mtiftR&K (I PC) ) 
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